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August 13,2004 

P&GE 02 

*eVRa D E \////I7 0’” CORIA 

Ditiisi.on of Dockets Man,agencnt 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, M ..D 20852 

Re: Do&et No. 2004N-0257; R.ecordkeeping Requirements for Human. Food and 
Cosmetics Manufactured From, Processed W ith, or Otherwise Containin,g, 
Material From Catt1.e 

Devro I>lc. welcomes the oppomnity to comment on the recordkeeping requireznents 
proposed in coqjunction with the Food and Drug Administration’s (FDA’s) effo,rts to 
protect the US food supply from any potential risks posed. by bovine spongi%m 
encephalopathy @ S E ). 69 Fed. Reg. 42275 (July 14, 2004). 

Dcvro Inc. is the largest domestic prod,uc;er of collagen sausage casing in the US, Our 
%outh Carolina based operation employs over 350 people exclu&ely in the manufacture 
of collagen casings. From. this site, we supply a wide variety of US and export customws 
hut with the great m+jority of our production being so1.d in the US. Devxo Ltd., our UK 
based parent company, is the world’s leading producer of co1 lagen sausage casings with 
several man~Fac’;uring locnaions in Europe and Asia, 

Whj.le the d.etails of the processes employed at our various locations are slightly different, 
in all cases WC USC the same basic raw material, bovine skirt collagen. In the case of our 
US operations, this skin collagen is obtained as a by-product of the leather industry. Our 
partner leather tanneries obtain all their hides Ti-om USDA inspected. slaughterhouses. 

Devro strongly supports FDA’s efforts to eliminate any potential risk to the US :Food 
supply ,frorn l3SE. However, we believe that our product- collagen casings. posts unique 
issues tha.1 may not have been &,&en into account by .FDA i1-1 dr:Cting the proposed JUIC 
an.d the related interi]% final ru.je ba.nn.ing “prohibited cattle matcria/s” tjom humra Foad 
and cosmetics, We urge FDA IO address these issues clearly in its final rulemaking. 
W ith regard to the proposed rule, we urge FDA to permit co!lagcn casing manufacturers 
to satisfy the rccordkeeping requirement by rnainta.inin.g 21 con,tinuing guarantee from 
their collagen suppliws &firming that all ofthc collagen they supply comes from the 
hides of cattle slaughtered at federally i,nspectecl cstablishmenLs, 



1. Background Information 

CohgCn casings are made exclnsivcly fro117 callqe~l nbtsimd from lidcs and skins.’ ND 
other cattle materials are involved in the manufacture or processing of collagen casings. 
At the present the, tha&e are oln1.y two companies manufacturing collagen casing in the 
United States. 

The process begins with rmoval of the cattle hide at a federally i,nspccted eslnblishment. 
AI1 afthe collagen used by Dcvro ta make collagen casings conxs ffom the hides of 
cattle slaughtered al: federally i,n.spected establishments. Almost immediately after 
slaughter, the ‘hide is removed from the mimal and separet& %om the rest of the carcass. 
The hide is immediate1.y immersed in cold water that cools the hide to maintain leather 
quality. Removal of the hide occurs before removal oEthe head, brain, vertebral. column, 
spinal cord, and other specified ri.sk materials (SRI%). Therefore, the hide does not 
come i,n.to contact with, and cannot be contaminated by SRMS.~ 

The hide is then shipped to a tamery where it is washed to remove any loose material. 
Next, the hide undergoes hair rernoval and fleshing (removal of any remaining meat or 
fat). Th= bide is then split longitudinal,ly to separate the outei layer for use in leather 
production Tom the interior colkgen layer. The collagen layer then goes into equjpment 
dedicated to food grade collagen where some additional preliminary processing occurs 
before being shipped to Devro’s plant, 

Bovi,ne skin collagen is recognized intmmtionally to be kee of BSE i,nfefectivity, eve11 if 
sourced from a cIkically infected timaL Collagen casings are used i.n EI wide variety of 
food products incIuding sausage and. breakfast links, bratwurst, beef sticks, her d’oeuvre 
size hotdogs, lcoshm hotdogs, and som,e high-end hams. 

’ While bone atsd certain other tissues also contain collagq skin callagen is stronger than bone collagen 
and therefore a far sclpcrior starting mat&al for ca.sings, We are not aware ofany manufact~uret af coIlage 
cnsings ;I> the world that uses bone collagen. Most collagea casings arc made from bovine skin coJ.lagen, 
a.lrhough some casings are made from porcine skin collagen. 

’ Thr. only possible eq~osure of the ‘hide to SRMs would result from brain splatter during stunnin& which 
occurs prior to slaughter and hide removal, However, any brain material adhering to the hide would be 
minimal and, would be present only on the outer layer of tl1.e hide. Such brain matter likely would be 
removed Con1 the hide in the cooling water or during subsequent washing and de&airing of the hide at the 
tannery. In addition, any brain rnattb 1ikcl.y would be present onIy on the face plate, which Is removed. 
Ram tht rest of the hide prior to fleshing. Finally, any brain matter would only be present on the outer 
layer of tb,e hide, and thal outer l.aycr is stripped away and used for leather production: only the corjum, the 
irmer lttycr of the hide, is ussd ia the production of collagen casin,g. 

3 TJIE Office htemzltionirl des Epjzooties {OIX) recommends no BSE-rclored rcstricCiobs on trade in 
collagen from hides and skins, rcgardfcss of the BSE status of the counfiy of origin. 69 Fed. Reg. at 42295: 
CITE, Ter~esrinl Aiz~~~alNenlrh CC& ~f03, ,Article: 2.3.13.5, 
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2. In the case of bovine skin collagen, and products made from bovine skin collagen, 
the proposed recordkeeping requirements should he satisfied by records showing 
that all collagen is made from cattle hides obtained from federany inspected 
establishments. 

Under tlx proposed rule, Devro would be required to retain rmxmls demonstrating that its 
products are not manufactured from, processed with, or otherwise contain “prohibited 
cattle materials,” Under FDA’s inter&n final rule, “rhe term ‘“prohibited cattle materials” 
includes any material from. non-ambulatory disabled cattle as well as any material from 
catttje that have not been inspected and passed. 69 Fed. Reg. 422X$42273 (JLIIY 14, 
2004)(21 CF.R. $j 189.5(a.)(l)). 

Devro an.d, its customers should only be requicd to maintain records &owing that our 
collagen casings are derived from hides obtained exclusively from federally inspected 
es~ablisktments. Such records should be sufficient to document that our collagen casings 
contain no prohibited cattle materials. Si,,n,ce USDA Food Sakty and Inspection Service 
(FSIS) regulations prohibit the slaughter ofn,on-ambulatory disabled cattle,4 such records 
demonstrate that our collagen casings are not made from material from non-ambulatory 
disabled cattle. Since all cattle slaughtered at federally inspected establishments must 
pa& ante-mortem ins,pcction, such records demonstrate that our collagen casings are not 
made from cattle that have not been inspected and passed. 

3. A continuing guarantee should satisfy the recordkeeping requirement. 

Devro purchases collagen from tanneries rbat obtain cattle hides exclusively from 
federally inspected establishments. As previously noted, no non-ambulatory cattle may 
be slaughtered a?. a federally i,nspected estabLish,menr, and no cutlte may be slaugktcrod a1 
a federally inspected establishment unless it first pa.sses inspcccion. Under these 
circumstances. we believe the ody rclevc?nl record is an uffirmation by the tannery that 
all of its hides come From federally inspected establishments. 

Devro, should be able to satisfy its recordkeeping requirements by maintaining such an 
affirmation from each of rhe tanneries ,tha.t supplies it wit,h collagen. Moreover, a 
continuing guarantee by the tannery that all of its hides are obtain.ed exclusively from 
federally inspected establ&nents should be sufficient. Such a Letkr of Guarantee 
should inciud.e contact information and should be ren.ewed axmually. Devro, in turn, 
would pass a copy of this Letter of Gwmntee on LO jrs customers. 

A requirement that documentarion be obtained for each shipment of collagen would be 
difficult to comply with and ‘unnecessary. A tannery typically obtains hides from more 

4 69 Fed, Rep. 1562, 1.873 (Jan. 12.20041(9 C.F.R. B$ 309.2(b). 309.3). 
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than one slaughter establishment, and the hides, and the collagen derived from the hides, 
arc pooled. Jt would be extremely diBcult for the thnn.elry to identify a particu’lar 
shipment of collagen with a particular shiyrnent of hides, and maintaining the identity of 
hides and collagen throughout the production, chain would be even more difficult. If all 
of the collagen comes Tom hides obtained from. federally inspected estabJ,ishments, such 
l.ot-by-lot records ara unnecessary. 

Similarly, importers sb.ou1.d. be able to sati,sfy the rccorcileeping requirement by means of 
a continui,,n.g guarantaa. In th,e case of imported bovine &in collagen and collagen 
casings, a continuing guarantee dcrnonstratin,g that all collagen used was obtained from 
the hides of cat& slaughtered at establishments that meet FSXS equivalency standards 
should be sufficient 

5. FDA should al.low more than 30 days for industry to comply with B find rule. 

FDA is proposing that its final recordkeeping rule would become effective 30 days atier 
publication in the F’edmal /?e,gisrer. Thirty days is not enough time Ibr indusrry to bring 
its records and recordkeeping practices into conpliancc. Devro requests that indusrry be 
given at least 90 days to comply with any new recordkeeping rcquircmsnts. 

6. FDA. has seriously underestimlnted the economic impact of the proposed rule. 

In its preliminary regulatory impact analysis, FDA appears to have omitted entire 
industries that would be subject to the proposed rule. FDA’s analysis seems only to 
consider th,e in,dustries that are end-users of r;attle materials and to overlook industries 
that product: intermediate products. As a result, it in.cludes no mention of the proposed 
rule’s i,m,pact on manufacturers of Foll.agen casing, gelatin, and other intermediate 
products. We hope that FDA will correcr; this oversight i.n the final rule. 

* * * * * 

In conclusion, Devro urges FDA to revise the proposed rule to provide that a 
manufacturer of collagen casing may satisfy its record&ping responsibilities by 
retaining a continuing Letter of Guarantee, renewed an.nu.ally, from each of its tannery 
suppliers af&ming that its col.lagen comes exclusively frcrm. tb,e hides of cattle 
slaughtered. a.t federally inspected establishments. 

We appreciate this opportunity to share our views with the agency, 

Respectfully sabmitted, 

Devro Inc. 
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cc: Office of Informati,on avd Regulatory Affairs 
Office of Management and f3udget 
Attn: Ms, Fmnic Yokota, Desk Officer for FDA 
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